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I am concerued about the potential for pa&$ @&y j 
tirn both a failure of the device as well as the spread of ir&ctious diseases. These are ---- _ _ 
not theoretical concerns. Published articles in US News & IV&f Repour, the NY fief&,, 
this bl T&es and Forbes Magazine describe actual patienf injuries.. I also believe that 

. ‘many inf&tions are under-reported due to insufficient patxent traclung and that many 
injuries due to device failure are under-reported due to legal liability concerns. 

Although many reprocessors claim that reprocestig has been going on for tweny years, 
“1 :~~~~-~+w‘m,~~‘y?*, _ *+- the fact is that this was with respect to reusable devices and opened but unused smgie use 

devices. In today’s cost cutting environment, it ii proper to look at all possible qas to 
save money, but reprocessing complex, plastic, single used devices such as biopsy 
forceps sphincterotomes, electrophysiology catheters and angiopiaaty catheters is simply 
not a &fe aveme to pursue until these reprocessed devices receive FDA approval for 
mlse. 

This practice also poses many ethical questions. There is no m*cal benet% to the 
patient, a&, it is my under&nding, that the patient does not reeerve lower healthFee 
costs It is also my undew that patients are not told that usad &po&ble devices 
will 1;# md on them. Without such knowledge, patients cannot protect themselves. As a 
healthcare professional, I want to speak out OXI their behalf. 



---Tcw, ---“r’ -- - _ -kiTI eXen$t de+ices and will likely be deemed low xjsk r 
despite studies by manufae@ue@ shpwiag that many reproties biopsy for&s si&i On 
hospital shelves are ddti@xn+d wi@ drug resistant b&t&a Importantfy, b@$ .“I: :I “‘** 
forceps arc critical devices which break the mucosal barrier whensamples are @ken 4, 

, * thus, can easily pass bacteria remaining on the d&ice to the unsuspecting patient. . 
_“ ‘I iai.: , “i’“-.-*‘“~a+&* %A$iq~~,!,;, _. 

Reprocessors of single use devices claim to have the equipment ‘tid expenise &eces& 
. to uproperljl’ re#ciciss ii&d single use devices. They me, therefore, manticWe$&$~ 

eyes of healthcare workers a& patients. In addjtion, reprocessing a single use depGq$or j 
reuse changes the device i@o a reusable device. Accordingly, reprocessors sho~d,,~ j.‘.’ ,_ . 
regulated in the same &nner as original equipment manu.fUurer~ using the’ existing 
FDA regulatiom for reusable d&ices. To create a new regulatory policy wastes valuable 
FDA resources and delays regulatory enforcer&S puidng, thus patients unnecessarily at 
risk for an undetermined period of time. 
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